 Publications about licensing of COA translations were searched and a review of the eCOAs specificities was performed using information available from e-vendors.
 It is worth mentioning that, in 2007, of 3,000 occasions on which developers, publishers, or users of PRO instruments submitted requests for information or asked for help from the Mapi Research Trust's PRO Information Support Team, 1 38% were questions about copyright or conditions of use. The most frequently asked questions were: "Who should be contacted to get permission to use a questionnaire, an existing translation or to develop a new translation of a PRO questionnaire?" or "Who is the copyright holder?" Thirty-four percent were about practical information about the instruments with questions such as: "Is this the latest version of the instrument?", "Does the translation reflect the original questionnaire?" or "Is the translation validated?"
 In 2014, the PRO Information Support Team continues to receive the same questions, except that a new parameter has appeared, i.e., the mode of data collection through an electronic device, e.g., "Is an electronic version of this instrument available?" or "Have the instrument translations been validated on an electronic device yet?" echoing the recommendations in the field. 2  In 2007, the questions about electronic Clinical Outcome Assessments (e-COAs) represented just 7% of the entire requests made to our library. Today, they represent over 27% of the requests coming from the pharmaceutical industry and 18% of the requests from academia.
 Publications about licensing of COA translations were searched and a review of the eCOAs specificities was performed using information available from e-vendors.
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Conclusions

Background and Objectives
 The use of a COA is linked to the identification of its author who shall then be the copyright owner and who is the only person entitled to grant permission. However, in some cases, the identification of the COA copyright owner can be a hurdle since an original ownership can be shared, transferred, or assigned -either intentionally or not (see Table 1 ).
 Our review showed that very few publications [6] [7] exist about the licensing of COA translations.
 The ISOQOL TCA SIG has developed a reflection paper, 8 (not yet published), which considers that translations are derivative work of original questionnaires. In this paper, they review the basics of copyright and important information about translators and translations of PROs. Translators are protected by copyright national laws. For instance, Article L. 112-3 of the French CPI stipulates that the authors of translations benefit from the same rights given to authors by virtue of the present code, without prejudice to the rights of the author of the original. On an international level, UNESCO has adopted a recommendation, which specifies that: "Member States should accord to translators, in respect of their translations, the protection accorded to authors under the provisions of the international copyright conventions to which they are party and/or under their national laws, but without prejudice to the rights of the authors of the original works translated." 7 Therefore, in the absence of any statement from the owner of the original questionnaire that he/she wants to own the copyright on translations of his/her questionnaire or of a written contract between the parties involved, the translator is the copyright owner of the translation.
One of the risks to developers who do not control the translations of their original questionnaires is the multiplication of "same language" translations (i.e., different Spanish versions of the same original). In this case, it is almost impossible to identify the "right" translation. In the context of international clinical trials, this situation can be very problematic for users and generate unnecessary delays and extra costs if a new translation should be developed. From a copyright perspective, it could be possible to develop several translations for a same language and country, but in opposition, our domain requires that a translation for a given language shall be unique, in order to further its validation, and shall be shared across users for harmonization purposes and comparison of data. That's why a centralized ownership has proven to be extremely efficient to protect the instrument and how it is used globally, because its use and its users can be properly tracked. Also by keeping control in this manner, updated and reliable information on the instruments can be provided to new and former users.
Methods
Results
Centralized copyright ownership by the owner of the original COA and centralized licensing process for eCOAs should be discussed with all stakeholders to help controlling use and users and to protect the integrity of the instrument across e-versions by providing clear rules of e-implementation.
 Specificities of eCOAs eCOAs are often adapted from paper-based measures. eCOA data collection implies: (a) the use of data-collection software, (b) a data-collection device, and (c) changes to the content and format of the paper version following the migration from paper to an electronic platform/device. 2 In terms of copyright, eCOAs derived from paper versions are an adaptation of the original and can be considered as derivative works, like translations. Ideally, the lessons learned from the copyright of translations should apply: (a) the owner of the original instrument is key in determining the future of the e-versions of his/her instrument, and (b) copyright is crucial for preserving the integrity of the measure and its e-versions.
However, some pitfalls that are specific to the e-domain exist:
• Ownership is unclear -a mixing of rights (questionnaire/device/software) • eCOAs are customized, and cannot be shared across users • Equivalence, not only between paper and e-version, but also between e-versions, should be addressed
• There is a multiplication of e-versions for the same content 5 , the latter is of special relevance. Copyright has proven to be one of the most efficient means for developers of COAs to maintain the integrity of their instruments by controlling their access and use.
 The trend to increasingly rely on electronic data capture has made the notoriously difficult question about copyright even more intricate through the addition of specialized device and software companies to the development team.
 The objective of this abstract is to make recommendations about eCOA licensing using lessons learned from other situations, such as the COA translation licensing. 
Recommendation to developers of COAs
The owner of the original COA is key in determining the future of the instrument and in protecting its integrity globally by controlling access and use. It is recommended that ownership of translations should be centralized to the copyright owner of the original COA and this should be stated in writing.
To summarize, lessons learned from the copyright of translations may indeed apply partly to the copyright of eCOAs.
We believe that centralized copyright ownership on the content and a centralized licensing process for eCOAs by the owner of the original paper version may be helpful to:
• Control use and users (sub-licensees)
• Protect the integrity of the instrument across e-versions by providing clear rules of electronic implementation • Harmonize the electronic validation procedures across e-vendors • Centralize reliable information on the eCOA versions
